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on each day of use, whichever is more
frequent. At a minimum, the check for
proper function required by this para-
graph must include a constancy check;

(3) Check survey instruments for
proper operation with a dedicated
check source before use at each client’s
address; and

(4) Before leaving a client’s address,
survey all areas of use to ensure com-
pliance with the requirements in Part
20 of this chapter.

(b) A mobile medical service may not
have byproduct material delivered
from the manufacturer or the dis-
tributor to the client unless the client
has a license allowing possession of the
byproduct material. Byproduct mate-
rial delivered to the client must be re-
ceived and handled in conformance
with the client’s license.

(c) A licensee providing mobile med-
ical services shall retain the letter re-
quired in paragraph (a)(1) and the
record of each survey required in para-
graph (a)(4) of this section in accord-
ance with §35.2080(a) and (b), respec-
tively.

§35.92 Decay-in-storage.

(a) A licensee may hold byproduct
material with a physical half-life of
less than or equal to 120 days for decay-
in-storage before disposal without re-
gard to its radioactivity if it—

(1) Monitors byproduct material at
the surface before disposal and deter-
mines that its radioactivity cannot be
distinguished from the background ra-
diation level with an appropriate radi-
ation detection survey meter set on its
most sensitive scale and with no inter-
posed shielding; and

(2) Removes or obliterates all radi-
ation labels, except for radiation labels
on materials that are within con-
tainers and that will be managed as
biomedical waste after they have been
released from the licensee.

(b) A licensee shall retain a record of
each disposal permitted under para-
graph (a) of this section in accordance
with §35.2092.

[67 FR 20370, Apr. 24, 2002, as amended at 72
FR 45151, Aug. 13, 2007]

§35.190

Subpart D—Unsealed Byproduct
Material—Written Directive
Not Required

§35.100 Use of unsealed byproduct ma-
terial for uptake, dilution, and ex-
cretion studies for which a written
directive is not required.

Except for quantities that require a
written directive under §35.40(b), a 1li-
censee may use any unsealed byproduct
material prepared for medical use for
uptake, dilution, or excretion studies
that is—

(a) Obtained from:

(1) A manufacturer or preparer li-
censed under §32.72 of this chapter or
equivalent Agreement State require-
ments; or

(2) A PET radioactive drug producer
licensed under §30.32(j) of this chapter
or equivalent Agreement State require-
ments; or

(b) Excluding production of PET
radionuclides, prepared by:

(1) An authorized nuclear phar-
macist;

(2) A physician who is an authorized
user and who meets the requirements
specified in §§35.290, or 35.390 and
35.290(c)(1)(ii)(G); or

(3) An individual under the super-
vision, as specified in §35.27, of the au-
thorized nuclear pharmacist in para-
graph (b)(1) of this section or the physi-
cian who is an authorized user in para-
graph (b)(2) of this section; or

(c) Obtained from and prepared by an
NRC or Agreement State licensee for
use in research in accordance with a
Radioactive Drug Research Com-
mittee-approved protocol or an Inves-
tigational New Drug (IND) protocol ac-
cepted by FDA; or

(d) Prepared by the licensee for use in
research in accordance with a Radio-
active Drug Research Committee-ap-
proved application or an Investiga-
tional New Drug (IND) protocol accept-
ed by FDA.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003; 71 FR 15009, Mar. 27,
2006; 72 FR 55931, Oct. 1, 2007]

§35.190 Training for uptake, dilution,
and excretion studies.
Except as provided in §35.57, the li-
censee shall require an authorized user
of unsealed byproduct material for the
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